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(3) Pharmaceutical compositions containing analgesic, e.g. morphine, and a laxative, e.g. bisacodyl. 



(57) A pharmaceutical composition for oral administration containing, as active ingredients, 

(i) an opioid analgesic or a pharmaceutically acceptable salt thereof ; and 

(ii) a stimulant laxative. 
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monostearate mineral oils and waxes (such as beeswax, glycowax, castor wax or carnauba wax). Hydro- 
carbons having a melting point of between 25°C and 90°C are preferred. Of these long chain hydrocarbon 
materials, fatty (aliphatic) alcohols are preferred. The matrix may contain up to 60% (by weight) of at least 
one digestible, long chain hydrocarbon. 
5 (c) Polyalkylene glycols. The matrix may contain up to 60% (by weight) of at least one polyalkylene glycol. 

Asuitable matrix comprises one or more C^-C^, preferably C 14 -C22, aliphatic alcohols and/or one or more 
hydrogenated vegetable oils. 

A particularly suitable matrix comprises one or more alkylcelluloses, one or more C 12 -36' (preferably C u - 
C22) aliphatic alcohols and optionally one or more poIyaJkylene glycols. 
10 Preferably the matrix contains between 0.5% and 60%, especially between 1 % and 50% (by weight) of 

the cellulose ether. 

The acrylic resin is preferably a methacylate such as methacrylic acid copolymer USNF Type A (Eudragit 
L, Trade Mark), Type B (Eudragit S, Trade Mark), Type C (Eudragit L 100-55, Trade Mark), Eudragit NE 30D, 
Eudragit E, Eudragit RL and Eudragit RS. Preferably the matrix contains between 0.5% and 60% by weight, 
15 particularly between 1% and 50% by weight of the acrylic resin. 

In the absence of polyalkylene glycol, the matrix preferably contains between 1% and 40%, especially be- 
tween 2% and 36% (by weight) of the aliphatic alcohol. When polyalkylene glycol is present in the oral dosage 
form, then the combined weight of the aliphatic alcohol and the polyalkylene glycol preferably constitutes be- 
tween 2% and 40%, especially between 2% and 36% (by wt) of the matrix. 
20 The polyalkylene glycol may be, for example, polypropylene glycol or, which is preferred, polyethylene gly- 

col. The number average molecular weight of the at least one polyalkylene glycol is preferably between 200 
and 15000 especially between 400 and 12000. 

The medicament-containing controlled release matrix can readily be prepared by dispersing the active in- 
gredient in the controlled release system using conventional pharmaceutical techniques such as wet granula- 1 
25 tion, dry blending, dry granulation or coprecipitation. 

Controlled release spheroids may be prepared by spheronising the active ingredient together with a spher- 
onising agent such as microcrystalline cellulose, and applying a release controlling coating comprising, for ex- 
ample, ethyl cellulose or an acrylic resin. 

In order that the invention may be well understood the following Example is given by way of illustration 
30 only. 

Example 

Sustained release tablets were made up containing, per tablet: 



Morphine sulphate BP 


30.0 mg 


Bisacodyl Ph. Eur. 


5.0 mg 


Lactose (anydrous) U.S.N.F. 


70.0 mg 


Hydroxyethylcellulose Ph.Eur. 


10.0 mg 


Purified water Ph.Eur. 


N.D. 


Cetostearyl alcohol Ph.Eur. 


35.0 mg 


Magnesium stearate Ph.Eur. 


2.0 mg 


Purifed talc Ph. Eur. 


3.0 mg 




155 mg 



When administered as a single dose, to healthy human volunters, no unwanted side effects from the lax- 
ative were noted. 

Claims 

1. A pharmaceutical composition for oral administration containing, as active ingredients, 
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(54) Pharmaceutical compositions containing analgesic, e.g. morphine, and a laxative, e.g. 
bisacodyl 



(57) A pharmaceutical composition for oral adminis- 
tration containing, as active ingredients, 

(i) an opioid analgesic or a pharmaceutical^ accept- 



able salt thereof; and 
(ii) a stimulant laxative. 
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